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510(k) Summary Traditional 510(k) I DigniShield Stool Management System

Bard Medical Division
C.R. Bard, Inc.
8195 Industrial Blvd, I(1I(I
Covington, GA 30014 [.B j'jni I MEDICAL

510(k) Summary

In accordance with 21 CFR §807.92 and the Safe Medical Devices Act of 1990, the following
information is provided for the DigniShield Stool Management System 510(k) premarket
notification. The submission was prepared in accordance with the FDA guidance document,
'Format for Traditional and Abbreviated 510(k)s', issued on August 12, 2005.

Sponsor: BARD Medical Division
C. R. BARD, Inc.
8195 Industrial Blvd.
Covington, GA 30014
Establishment Registration Number: 1018233

Contact: Michele Davis, RAC
Regulatory Affairs Project Manager
Bard Medical Division
Tel: 770-784-6274
Fax: 770-385-4706

Date: May 8, 2014

Subject Device: Trade Name: BardO DigniShieldO Stool Management System
Common Name: Rectal catheter
Classification Name: Gastrointestinal tube and accessories
Regulation: 21 CFR 876.5980
Classification: Class 11
Product Code: KNT

Legally marketed devices to which substantial equivalence is claimed:
* BardO DigniShieldO Stool Management System, K102391
* Bard® DigniCare Stool Management System, K073598
* ConvaTec Flexi-SealO SignalT m Fecal Management System, K112342
* Hollister InstaFlo Bowel Catheter System Kit, K123804

Device Description
The Bard® DigniShieldO Stool Management System is sold as a tray (kit) including a catheter,
collection bag and stand alone components. The catheter consists of a retention cuff, trans-
sphincteric zone, drainage tubing, inflation arm, irrigation arm, flush arm and piston valve
connector. The retention cuff and trans-sphincteric zone are constructed from silicone and the
drainage tubing is constructed from a Thermoplastic Elastomer (TPE) material. The system
includes a collection bag which is manufactured from the same TPE material as the drainage
tubing. The collection bag interfaces with the catheter and allows for the collection of fecal
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DEPARTMIENT OF HEALrTH & HUINIAN SERVICES pubic ll, i e

Fwod and Drug Adroinistruton

0903 No,~ I Iampsiire Avenue
lDoeurncn Contr Cernr - %V066-0609
Silver Spring. MD 20993-0002

May 9,12014

C.R. Bard, Inc.
Michele Davis
Regulatory Affairs Project Manager
8195 Industrial Blvd.
Covington, GA 30014

Re: K 133251
Trade/Device Name: DigniShield Stool Management System
Regulation Number: 21 CFR§ 876.5980
Regulation Name: Gastrointestinal tube and accessories
Regulatory Glass: 11
Product Code: KNT
Dated: April 4. 2014
Received: April 7. 2014

Dear Michele Davis.

We have reviewed y'our Section 510(k) prernarket notification of intent to market the device
referenced above and have determined the device is Substantially equivalent (for the indications
for use stated in the eniclosure) to Ilally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the enactment date of the Medical Device Amendments. or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do niot require approval ofa prernarket approval application (PMA).
YOU may. theref'ore. market the device, Subject to the general controls provisions of the Act.

H-owever. y'ou are responsible to determine that the medical devices ou rse as components in thle
kit have either been determined as substantially equivalent under the premarket notification
process (Section 5 10O(k) of the act), or- were legally on the market prior to May 9 . 1976. the
enactment date of the Medical Device Amendments. Please note: If you purchase your device
components in bulk (i.e.. Unfinished) and further process (e.g-.. sterilize) you m1ust submit a new
5 10(k) before including these components in your kit. The general controls provisions of the Act
include requirements for- anntual registration, listing of devices. good manufacturing practice.
labeling, and prohibit ions against misbranding and] adutl teration. [)lease note: CD)RI- does niot
evaluate inflormation related to contract l iabi lit)' warranties. We remind you. how'Ceer, that device
l abe ling m tust be troth fti and niot in is lead ing.

If y'our dev:ice is classified (see above) into either class 11 (Special Controls) or class III (PM IA). it
in av be sub ject to add it ionalI controls. Fxisting mnajor regulations affecting \our device can be

found in the Code of Federal Regulations' itlc 2 I1. Parts 800 to 898. In addition, FDA may
publish further announcements concern ing \,our device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CER Pant
807); labeling (21 CER Part 801); medical device reporting (reporting of medical device-related
adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.ov/MedicaDevices/ResourcesforYou/IndustrV/default.htm.t Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda~gov/MedicalDevices/Safety/RePOrtaProblemf/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7100 or at its Internet address
http:/Hwww.fda.ov/MedicalDevics/ResourcesforYou/lndustly/defaulthtm.

Sincerely yours,

Joyce MWhang -S
for Benjamin R. Fisher, Ph.D.

Director
Division of Reproductive, Gastro-Renal,

and Urological Devices
Office of Device evaluation
Center for Devices and radiological Health

Enclosure



Indications for Use Traditional 510(k) I DlgniShleid Stool Management System

Section 4

Indications for Use Statement

510(k) Number: K133251

Device Name: DigniShield Stool Management System

INDICATIONS FOR USE:
The Bard' DigniShieldO Stool Management System with odor barrier properties is intended for
fecal management by diverting and collecting liquid or semi-liquid stool to minimize skin contact
in bedridden patients and to provide access for the administration of medications.

Adult use only.

Prescription Use and/or Over-the-counter UseE
(Part 21 CFR 80 Subpart 0) (21 CFR 807 Subpart C)

(Please do not write below this line - continue on another page if needed)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Joyce:'M.Whang -S
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